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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )|3 Responsive to communication(s) filed on 1 1 September 2006 . 
2a)D This action is FINAL. 2b)E] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 9-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 9-11.13-17 and 19-21 is/are rejected. 

7) S Claim(s) 12 and 18 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 09 October 2003 is/are: a)[3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)ISI All b)Q Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. (3 Certified copies of the priority documents have been received in Application No. 09/769.180 . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Applicant's election without traverse of Group II, claims 9-20, filed 9/1 1/06 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

The requirement is still deemed proper and is therefore made FINAL. 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 10 and 16 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for SEQ ID NO:3, does not reasonably provide 
enablement for variant sequences thereof. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the invention commensurate in scope with these claims. The factors that 
are considered when determining whether a disclosure satisfies enablement 
requirement include: (i) the quantity of experimentation necessary; (ii) the amount of 
direction or guidance presented; (iii) the existence of working examples; (iv) the nature 
of the invention; (v) the state of the prior art; (vi) the relative skill of those in the art; (vii) 
the predictability or unpredictability of the art; and (viii) the breadth of the claims. Ex 
Parte Forman, 230 USPQ 546 (Bd Pat. App. & Int. 1986); In re Wands, 858 F. 2d 731, 8 
USPQ 2d 1400 (Fed. Cir. 1988). The instant claims encompass variant sequences with 
the functional limitation that they still bind the recited HT7 and AT270 monoclonal 
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antibodies. However, these broad claims are not commensurate in scope with the 
specification for the following reasons. Although the relative skill of those in the art is 
high, it is still extremely unpredictable how the artisan could go about making the variant 
sequences that meet the functional claim limitations of forming an immunological 
complex with the recited monoclonal antibodies without undue experimentation because 
only the minimal epitopes for the monoclonal antibodies are provided by the instant 
disclosure, and there are no working examples of any variants of these minimal 
epitopes. Furthermore, there is no guidance or direction provided by the instant 
specification as to the conformation of the minimal epitope disclosed, nor is there 
guidance or direction as to how to maintain the biologically active (i.e. interacting with 
the antibodies) conformation of the epitope upon replacement (hence, making the 
variants) of any of the amino acids of the minimal epitopes disclosed. This situation is 
analogous to Figure 1 .3 disclosed in Rudinger (page 4), where eleven brush strokes are 
shown in random order (i.e. like a polypeptide's primary structure) and the 
conformational configuration where the exact same brushstrokes make up the Chinese 
character for 'secretion.' Although the same building blocks are used, the patterns that 
result in Figure 1 .3 are quite different and distinct. In much the same way, the minimal 
epitope for the antibodies is akin to the Chinese character for 'secretion,' and it cannot 
be predicted how to arrive at such a specific pattern or conformation when variant 
amino acids are used because the conformation of the minimal epitope is not disclosed 
and therefore, reasonable assumptions cannot be made regarding the importance of 
any single amino acid residue for allowing the epitope to assume its three dimensional 
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structure by which it is specifically recognized by the monoclonal antibodies. The broad 
genus of variant sequences as claimed by only a functional limitation (immunological 
complex formation) is therefore not commensurate in scope with the underlying 
disclosure, and there is no reasonable expectation of success for the disclosure as filed 
to place the instant invention with its broad scope into the hands of the public without 
substantially more work having to be performed concerning the three-dimensional 
conformations of the minimal epitopes. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. First, the body of the claim does not sufficiently relate back to 
the preamble. It is vague and indefinite how the measuring step of the preamble can be 
performed by the comparing and calculating steps of parts (3) and (4) because 
comparing and calculating can be accomplished by various mathematical means 
(addition, subtraction, multiplication, division, etc.) and should be specified in the claim. 
Additionally, there is no means recited by which step (a) or any "detecting" step can be 
accomplished, so the claim is missing an essential method step. 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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7. Claims 9-10, 13-16, and 19-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Vandermeeren et al. (WO 94/13795, "Vandermeeren"). Vandermeeren 
discloses SEQ ID NO:1 in the context of a human tau protein antigen present in 
Alzheimer's disease (page 6 and claim 15). Vandermeeren's SEQ ID NO:1 contains the 
instant SEQ ID NO:1 and the instant SEQ ID NO:2 as recited in claims 9, 13-15, and 
19-21 . The grounds of this rejection could be obviated for claims 10 and 15 by the 
elimination of the recitation of "variant sequences" in the instant claims. The dependent 
claims are being read as open, and the grounds of this rejection for the dependent 
claims could be obviated by amending the claim language to read --that consists of from 
20 to 50 [or 30 to 40] amino acid residues in length-. 

8. Claims 9-11,1 3-17, and 1 9-21 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Vanmechelen et al. (WO 96/04309, " Vanmechelen "). Vanmechelen 
discloses SEQ ID NO:1 in the context of a human tau protein antigen present in 
Alzheimer's disease (page 6 and claims 13-14). Vanmechelen 's SEQ ID NO:1 contains 
the instant SEQ ID NO:1, the instant SEQ ID NO:2, and the instant SEQ ID NO:3 as 
recited in the instant claims. The dependent claims are being read as open, and the 
grounds of this rejection for the dependent claims could be obviated by amending the 
claim language to read -that consists of from 20 to 50 [or 30 to 40] amino acid residues 
in length-. 

9. Claims 12 and 18 are objected to as being dependent upon rejected base claims, 
but are otherwise allowable if rewritten as independent claims incorporating all the 
limitations of both the base and dependent claims. 
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10. No claim is allowed. 

1 1 . Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Technical Center 1600 general number which is 
(571)272-1600. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stephen Gucker whose telephone number is (571 ) 272- 
0883. The examiner can normally be reached on Monday to Friday from 0930 to 1800. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres, can be reached at (571 ) 272-0867. The fax phone number 
for this Group is currently (571)-273-8300. 




Stephen Gucker 



May 9, 2007 
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